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ABSTRACT

reimbursement drug list (NRDL), and assist these medicines in fully reflecting their actual value in the reimbursement admission

OBJECTIVE To analyze the factors affecting the inclusion of Chinese patent medicines in China’s National

process. METHODS From the official website of the China’s National Healthcare Security Administration, the application
materials of Chinese patent medicines outside the list that passed the formal review from 2021 to 2023 were obtained, including
basic information on the medicines, safety, efficacy, innovation and heritage information, and supplemented with references from
the pharmacopeia and the Yaozhi Database. Economic information and enterprise information were obtained through websites such
as the Yaozhi Database. Univariate analysis, multivariate Logistic regression analysis and stepwise regression analysis were
conducted on the initial application information and admission outcomes of the medicines. Sensitivity analysis was also performed
on medicines that applied multiple times in different years as independent samples. RESULTS & CONCLUSIONS There were 27
Chinese patent medicines that passed the formal review from 2021 to 2023, involving 37 applications. The univariate analysis
results showed that medicines with descriptions of traditional Chinese medicine (TCM) syndrome types, clear adjustment

information for medication plans for specific population groups, short time to market in the indications of the package insert,

registered as Class 1 to 6 following or class I innovative
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TCM/class Il ancient classic prescription compound TCM
registered, and those produced by enterprises listed in the
“Top 100 Chinese Pharmaceutical Industry Enterprises” list for
the current year were more likely to be included in the NRDL
(P<<0.05). The results of the multivariate Logistic regression
analysis were not statistically significant, but the stepwise
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regression results indicated good consistency with the univariate analysis. The results of the sensitivity analysis were consistent with the

trend of basic analysis. It is recommended that Chinese patent medicine enterprises further clarify the description of product instructions,

expand innovation capabilities, inherit and develop ancient classic prescriptions, and promptly complete clinical trial evidence.
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